
                                    CBER 101 
An Introduction to the Center for Biologics Evaluation and 
Research 
 
 
Useful Web Sites: 
 

• CBER Manufacturers Assistance Page: 
http://www.fda.gov/cber/manufacturer.htm 

 
• Guidance documents available from CBER on the web: 

http://www.fda.gov/cber/guidelines.htm 
 
• List of all guidance documents available from CBER via 

fax or hard copy: 
http://www.fda.gov/cber/pubinfo/FAXinfo.htm 

 
• Code of Federal Regulations: 

http://www.access.gpo.gov/nara/cfr 
 
• FDA Forms Distribution: 

http://forms.psc.gov/forms/FDA/fda.html 
 
• Contacting CBER (e-mail question accounts, automated 

listserv): http://www.fda.gov/cber/pubinquire.htm 
 
• FDA Office of Regulatory Affairs Compliance Policy 

Guides Manual: 
http://www.fda.gov/ora/compliance_ref/cpg/ 

 
• FDA Office of Regulatory Affairs Compliance Program 

Guidance Manual: http://www.fda.gov/ora/cpgm/ 
 
• Federal Register: 

http://www.access.gpo.gov/su_docs/aces/aces140.html 
 

 
 
 

 


